Honatok 30

10 [opsaky npoBe/icHHs eKCIIepTU3n
peecTpaliifHMX MaTepialiB Ha JIiKapCehKi
3ac00M, 1[0 NOJAIOTHCS HA AEPIKABHY
peecTpallito (nepepeecTpaniio). a TaKoxK
EKCIIEPTU3U MaTepiasliB PO BHECEHHSI
3MIH J10 peecTpallifHuX MaTepialin
[IPOTATOM il peecTpaniiHoro

[IOCBIIYCHHS
(nyHkT 4 po3niny IV)
3BIT
Npo KJAiHiYHe BUNPoOyBaHHS
1. Hassa nikapcbkoro 3aco0y (3a HassHocTi| [Tanagepuiy rizpoxsopus,
- HOME] peecTpaliifHoro mocBiTIeHHS) po3unn VI in'exuiii 20 Mr/mut no 2 mu1 B ammyrax
Ne 10
2. 3asBHUK TOB «®APMACEJI», Ykpaina
3. BupoGuuku TOB «®APMACEJI», Ykpaina
4. [Tposeseni gociliIKEHHS: TaKk  HI v KO Hi, OOrpyHTYBaTH

Kiminiuni  BunpoOyBaHHs He INPOBOLUIMCH TOMY, IO TE€HEPHYHHH JKapchkuil 3acib
[Tanapepusy TinpOXIOPHL, PO3UHH s iH'ekwiil 20 Mr/M € hapMaleBTHYHO EKBIBATEHTHUM 1O
BiJHOIIEHHIO 10 pedepeHTHOr0 npenapaty [lanasepun-Jlapauus, po3uus st in'exiii 20 M/,
supoOHunTEa IIpAT "®apmanerruuna dipma "Hapuwia', Yipaina. Obunsa nikapewki 3acobu
€ pO3YMHAMH JUId 1H'€KIIH Ta 3aCTOCOBYIOTHCS BHYTPINIHBOBEHHO, BHYTPIIIHLOM S30BO Ta
MIIKIPHO.

Bpaxosyroun joseneHHs (papMalleBTHUHOT eKBIBAJIEHTHOCTI TEHEPHYHOTO MKAPChKOTO 3ac00y
10 peepeHTHOrO npenapary, y Biinosianocti 1o sumor Hactanosu CT-H MO3Y 42-7.2:2018,
nonokennam Kepisuuirrsa €eponeiceroro Meauunoro arearcrea (CPMP/EWP/QWP/1401/98
Rev. 1 «Guideline on the Investigation of Bioequivalence») ta Haxazy MO3 Vkpainu No 426 (v
penakuii Bix 10.11.2020), nemae neoOGxinuocTi y mpoBeaetni 10CHKeH s G10eKBIBAIEHTHOCT]
Ta IHIIMX BIACHUX KIIHIYHUX JTOCIIKEHb.

1) Tun nikapceKOro 3acoly, 3a siKum INenepuunmii JiKApChKHI 3acid
NpoBouacs ado IIAHYEThCS PEECTPALLISA | 0IHOKOMITOHCHTHITI

5. IloBHa Hassa KIHIYHOIO BUNPOOYBAILLS, —
KOJIOBaHMH HOMEP KIIIHIYHOTO
BUIIPOOYBANHS

0. Maza KIHIYHOTO BUIIPOOYBaHHS =

7. Ilepioa mpoBeeHHs KIITHIYHOTO 3 no
BHIIPOOYBaHHS

8. Kpainu, ne npoBoauIocs KiiHI9He -
BUITPOOYBaHHA

9. KinbKICTh ZOCTIIKYBAHHX 3arjaHoBaHa;
(pakTHyHa:

10. Mera Ta BropusHi 1Tl KIHIYHOIO =
BHIIPOOYBAHHS

11, Jluzaiin kJIHIYHOrO BHIIPOOYBAHHA -




12. OcHOBHI KpuTepii BKIIKOYEHHSI -

13. JlocnikyBauui ikapehKuii 3acio, =
criocid 3acToCyBaHHsI, CHila il

14, Tlpenapar nopiBHAHHS, 1033, CHOCIO e
3a4CTOCYBaHHM, CHIa JiT

15. CynyTHs Tepamis =

16. Kputepii oninku edexTuBHoCTI -

17. Kpurepii oninku 6e3nexu -

18. CrarueTHyual MEeTOMH o

19. Hemorpadivai moKazHUKH =
OCIIKYBAHOT Oyl (CTaTh, BiK,
paca, TowIo)

20. Pesynoratu edexruHoOCTi =

21. Pesynbraru Gesneku -

22. BucHoBOK (3aKimodcHHs) —

3agBHUK

(BIACHHMK PEECTPAlHOTO MTOCBITIeHHS )




Honarok 29

jo Tlopsiaky npoBeacHHs eKCIEPTU3H
peecTpaliiHUX MaTepiatiB Ha NiKapehKi
3aco0Hu, 1[0 [T0/IAI0TLCS HA AePIKABHY
peecTpariio ([epepeecTpartiin), a Takox
EKCIEePTU3H MATePIAJIiB PO BHECEHHS
3MIH JI0 peecTpallifHiX MaTepianin
IIpOTAroM Jii peecTpaiifnoro
MMOCBiIYEHHS

(nyuxt 4 poszainy V)

3BIT
PO AOKIIHIYHI AOCHI/I5KEHHSI
1. Ha3pa nikapcnkoro 3acody (3a ITanagepuny rigpoxmaopmua,
HassBHOCTI - HOMEP peecTpauiiHoro posunH auas in'exkmiii 20 mr/mua mo 2 ma B
NOCBITYEHHA ) amnyJax Ne 10
1) Tn nikapcbKoro 3acody, 3a IKUM ['enepuunuii Jikapceskuii 3acidé
[POBOAMNIACS ad0 IIAHYETHCS PEECTPALLS | OAHOKOMIIOHEH THHI

2) npoeeeH1 JOCHJDKEHHS TaK Hi v SKIHO Hi, 0OIPYHTYBATH

JIOKIHIYHI  IOCTIUKEHHsT HE IPOBOJMJIMCS TOMY, 10 TCHEPWYHHH JiKapchkuil 3acio
[Tanapepuny TigpoXIOpua, PO3UMH I iH'ekiiit 20 Mr/mit € hapManeBTHYHO €KBIBATEHTHUM
O BIAHOIIEHHIO 10 pedepeHTHOrO mpenapary [lanasepun - JlapHuns, po3duH Ams iH'eKiii
20 mr/vn, BupobuunTea [IpAT "®apmanerriyna Gipma "dapuuns", Ykpaina.

['enepuunnii Ta pedpepeHTHHI NTIKApCHKi 3ac00u, € po3urHaMu jijis indys3ii Ta 3aCT0COBYIOTLCA
BHYTPILIHEOBEHHO. BpaxoByroun poBeneHHss (apMaleBTHYHOI eKBiBAICHTHOCTI 000X
npenaparis Ta Bi/imoBiano 1o sumor Hakazy MO3 Yipainu Ne 426 (y pepaxnii sin 10.11.2020)
HCMa€  HEeODXIJHOCTI y IPOBEICHHI BIACHMX JOKIMHIYHMX  ((PapMakoIOridypux Ta
TOKCHKOJIOTTIHHX ) TOCTIIKEHE.

2. GapmakoJioris: =

1) nepeunna papmakoarHaMika =

2) BTOpHHHA (hapMaKouHaMIiKa =

3) bapmaxomnoris Geznexn =

4) hapmakonHHAMIYHI B3AEMOJIIT -

3. @apMakoKIHETHKA:

1) aHaTHYH]I METOIMKH Ta 3BITH IOL0 IX =
BaJIi 1ALy

2) BCMOKTYBaHs =

3) posnomin =

4) metadbonizm -

5) BUBEIGHHSI -

6) hapMakoKiHeTHYHI B3aEMOIL ~
(moxJiniyuHi)

7) i (papMakoKiHETHYHI JOCIIIKeHHS] =
4. Toxcukomnoris:

1) TOKCHUHICTD ¥ pasi 0IHOPa30BOTO e
BBEICHHsI




2) TOKCHYHICTD ¥ pa3i MOBTOPHHX
BBE/ICHD

3) reHOTOKCHYHICTD:
in vitro

In vivo (BKTIOYAIOHH JIOAATKOBY OLIHKY 3
TOKCHKOKIHETHKH )

4) KaHUEPOreHHICTB:

JIOBIOCTPOKOBI IOCIDKCHHS

KOPOTKOCTPOKOBI JTOCIIIPKEHHS
a0 JIOCHIIKeHHs CepeIHBOT TPUBATIOCTI

JIONATKOBI IOCHTIKEHHS

5) penpogyKTHBHA TOKCHUHICTD Ta
TOKCHYHHH BIJIUB HA PO3BHTOK
IIOTOMCTBA!

BIIMB HA GepTHIBHICTD 1 paHHIM
eMOpiloHANBHHUN PO3BUTOK

eMOpIOTOKCHYHICTh

IIpeHaTaNbHA 1 IOCTHATAJILHA
TOKCUYHICTB

JIOCITIKEHHS, TPH AKUX TIperapar
YBOIUTLCS IIOTOMCTBY (HECTATEBO3PIIIUM
TBapMHaM) Ta/abo OLHKETHCS BlIalIeHa
st

6) MiclieBa 1epeHOCUMICTh

7) 1OoNaTKOBI AOCHLIKEHHSI TOKCHIHOCTI:

AHTUIEHHICTH (YTBOPEHHS aHTUTIN)

IMYHOTOKCHYHICTD

HOCIIIKEHAS MeXaH13MIB il

JIKAPChKa 3aIeKHICTh

TOKCHYHICTL MeTa0OIIITIB

TOKCHYHICTE JOMIIIOK

iHIIEe

5. BUCHOBKH 00 JOKITIHIYHOTO
BUBYEHHS

3asBHHUK
(BJIACHMK pEeECTPalliiiHOTO MTOCBITYEHHS )




